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5.0 PROCEDURE – DEFECT DECISION TREE 
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QA - Quality Assurance
Spec - Specification
AQL - Acceptable quality limit
IPC - In-process control test
Qty - quantity
Q-Hold - Quarantine hold

Inform packaging 
specialist

Is it a bulk 
defect?

Determine a sampling 
plan

Determine defect 
classification and AQL. 
Inform Team Leader.

Fill in sampling 
form

Perfrom the inspection

Do not raise a 
deviation Raise a deviation

Make necessary 
adjustments

Resume the job and 
perform 4 x 1/2 hrs 

checks.

Sublot (if applicable) & 
return to supplier

Defect found

Resume the job and 
increse checks to 
every 1/2 hours

Inform QA

Assess batch 
disposition & put the 

quantity in Q-hold

Isolate the product as 
per procedure.

Sublot (if applicable) 
and reject

Raise a rework 
protocol

Put the qty. since the 
last IPC on Q-hold

Rectify the problem   
(if applicable)

Resume the job

100% inspect the qty. 
on Q-hold + Reqork 

Rectify the problem (if
applicable)

Resume the job + 
add comment in 

Batch record

Defect caused 
by supplier?

Is the qty. since 
the last IPC to 

be reworked??

Is it within 
specification?

Does this 
inspection 

pass?

Will the 
batch be 

reworked?

Is 
adjustment 
possible?

Isolate the product as 
per procedure

Is it a minor 
defect?

Perform an IPC (if
defect have been 

picked up randomly).



 
 

 


